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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )S Responsive to communication(s) filed on 12 June 2006 . 
2a)D This action is FINAL. 2b)M This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-54 is/are pending in the application. 

4a) Of the above claim(s) 13. 19. 20, 22. 37 and 47-49 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) G3 Claim(s) 1-12.14-18.21. 23-36.38-46 and 50-54 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) ^ The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) □ Notice of References Cited (PTO-892) 

2) n Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) ^ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 

Paper No(s)/Mail Date 7/06:8/05:8/04 . 



4) □ Interview Summary (PTO-413) 

Paper No(s)/Mail Date. . 

5) D Notice of Informal Patent Application (PTO-152) 

6) □ Other: . 



U.S. Patent and Trademark Office 
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DETAILED ACTION 

Election/Restrictions 

Applicant's election without traverse of the following species: a specific probe 
that is a sequence specific probe; a specific nucleic acid that is genomic DNA; a specific 
profile type that is an average; a specific polymer state that is completely stretched; and 
a specific intensity profile that is obtained from polymers in flow, in the reply filed on 12 
June 2006 is acknowledged. 

Information Disclosure Statement 

The information disclosure statements (IDS) submitted on 13 August 2004, 26 
August 2004 and 17 July 2006 was filed after the mailing date of the application on 23 
January 2004. The submission is in compliance with the provisions of 37 CFR 1 .97. 
Accordingly, the information disclosure statements have been considered by the 
examiner. 

Claim Status 

Claims 1-54 are pending. 

Claims 13, 19-20, 22, 37, and 47-49 are withdrawn from further consideration 
pursuant to 37 CFR 1.142(b) as being drawn to a nonelected species, there being no 
allowable generic or linking claim. Election was made without traverse in the reply filed 
on 12 June 2006. 

Claims 1-12, 14-18, 21, 23-36, 38-46, and 50-54 are being examined. 
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Objection to the Specification 

The use of the following trademarks: CY3; CY5; LABELIT; and GENE ENGINE; 
have been noted in this application. They should be capitalized wherever they appear 
and be accompanied by the generic terminology. 

Although the use of trademarks is permissible in patent applications, the 
proprietary nature of the marks should be respected and every effort made to prevent 
their use in any manner which might adversely affect their validity as trademarks. 

Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claims 1-12, 14-18, 21, 23-36, 38-46, and 50-54 are rejected under 35 
U.S.C. 101 because the claimed invention is directed to non-statutory subject matter. 
Claims 1-54 are drawn to a process. A statutory process must include a step of a 
physical transformation, or produce a useful, concrete, and tangible result (State Street 
Bank & Trust Co. v. Signature Financial Group Inc. CAFC 47 USPQ2d 1596 (1998), 
AT&T Corp. v. Excel Communications Inc. (CAFC 50 USPQ2d 1447 (1999)). In the 
instant claims, there is no step of physical transformation, thus the Examiner must 
determine if the instant claims include a useful, concrete, and tangible result. 
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In determining if the claimed subject matter produces a useful, concrete, and 
tangible result, the Examiner must determine each standard individually. For a claim to 
be "useful," the claim must produce a result that is specific, and substantial. For a claim 
to be "concrete," the process must have a result that is reproducible. For a claim to be 
"tangible," the process must produce a real world result. Furthermore, the claim must be 
limited only to statutory embodiments. 

Claims 1-12, 14-18, 21, 23-36, 38-46, and 50-54 do not produce a tangible result. 
A tangible result requires that the claim must set forth a practical application to produce 
a real-world result. This rejection could be overcome by amendment of the claims to 
recite that a result of the method is outputted to a display or a memory or another 
computer on a network, or by including a physical transformation. 

Claim Rejections • 35 USC § 112, Second Paragraph 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 1 and 33 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

The terms "peak profile" and "population profile" in claim 1 render the claim 
indefinite because the specification defines the term "peak profile" as a "population 
profile" (p.14, line 10). 



Application/Control Number: 10/763,567 



Art Unit: 1631 



Page 5 



Claim 33 is indefinite as it appears to be drawn to the method of claim 32 but 
recites different subject matter. 

Claim Rejections ■ 35 USC § 112, First Paragraph 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 15 and 30 are rejected under 35 U.S.C. 112, first paragraph, as based on 
a disclosure which is not enabling. The step of determining the center of molecule is 
critical or essential to the practice of the invention, but not included in the claim(s) is not 
enabled by the disclosure. See In re Mayhew, 527 F.2d 1229, 188 USPQ 356 (CCPA 
1 976). The invention is drawn to a method of analyzing polymer intensity data from a 
sample comprising a plurality of polymers. The claimed invention relies on alignment 
with a reference point that is at the center of the polymer molecule, which has been 
labeled with a sequence specific label. The specification provides guidance to one of 
ordinary skill in the art regarding how to determine the center of the polymer with a 
sequence non-specific label. The specification, however, fails to provide guidance to 
determining the center of molecule reference point in the absence of sequence non- 
specific labeling, as is the case for the elected species. The determination of the center 
of molecule is a critical step in the instantly claimed method. The center of molecule 
reference point is used to align the polymers. Without knowledge of the center reference 
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point, one cannot align the polymers and thus cannot make or use the invention as 
claimed. In the absence of the center reference point and the ability to align the 
polymers, the invention is unpredictable. As a result, it would also require undue 
experimentation to develop an algorithm or process to determine the center of molecule 
and align the individual polymers in the absence of a sequence non-specific labeling to 
make and use the invention. 

No claims allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Karlheinz R. Skowronek whose telephone number is 
(571) 272-9047. The examiner can normally be reached on Mon-Fri 8:00am-5:00pm 
(EST). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Andrew Wang can be reached on (571) 272-081 1. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
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Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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MICHAEL BORIN.PH.D 
PRIMARY EXAMINEF 
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